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19 BT^, 1999 

imR 215(31).—3^ Tram 1945 BB 3flT B?fm BBT % BlfitBB ftBBf 44 BTBB, sflBfa sfa 

Tram btb# arfafaBB, 1940 (1940 bb 23) B?t Birr 12 3 #: tiro 33 Bft s^ct-pitt, Brat tk+k % tBitra dfir qft«i< b»wiui ^khb 

(WTrafBBFT) BftarfaTJBMTt.BT. BB.ft. 675 (3T), BTTiTSr 27 BBWT, 1997 SRT W%TMBB, 3HW, BFT 2, 75fe 3, ‘3BT5T5' (i) 
TTTfhsr 27 WBT, 1997 3 94.1^14 f%BT BBT BT f^f ^ rafiktBf 3 BBT) TTBlftB #t B>) BBmT *ft, TTTT BtOtB Tt faTPFt BB 
T1MB3i^Trf^f^ra^'3M3rfiT1J^wfW^^, mill Bit *jt, i ?aift*IB Rnt Bit 3TBfV Bit BBlftl 7) T {«f 3TT^ 3fa 

■gsriB bf) bb; *t i 

3flT Bit HftfBI MBBT B?t flldo 3 ftBWT, 1997 Bit B>TT ^t B$ ®ft I 

dftT %lftB BTBiTT % >4*101 7t BBB yi<f>M Pi'IhI Bit W TTTBT 3fll^Bt ®f|r TJ^fiBt BT fVB’K BIT t^TBT ^ I 

•SB: 3TB, $il{lB BIBiK, d<W 3Tfi|piqH Bit B1TT12 3tltT BTTT 33 £T7T yqtf BiT M4l J l Bvdt 1JB 3fhfa tKrUtf°t>K l 4l^ 

it w^f bb^ % BTBRi aftNffer aflr Tram bib# f^BB, 1945 bit sftr B?fm bb 3 % tcT( RhRtiRski ftBB mutt $, 3TBf^:— 

1, (1) 'SB ftBBf BIT BftlBT BIB 3?tBfa aftt Tram BWifi (TTBB TftitBB) fBBB, 1999 11 
(2) ^TTWTff 9Bi|^ B?t BTtta £ TFfB #t I 

2. sttBftl dtk Tram Mrafttwr, 1945 ^t3T3TJ^t M B''^, 


(BT) PrfyfifBi ’' BfWBT % ^ft%, BBT4T. 4 3^ TTBpTTT yftfV4)‘ % PHHRrir«f4 3TBT: TBlfBTf t^BT Mim, 

aTBt^:— 
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2 ° 3tk 8 ° ^i. % Bra BNBIB BT, B ft[BT MIB’ 1 


03) ‘ , 3^^B#T'’BfWBr%'^,BBTU 15 ^ 3TBT:T B l Pl< 1 >41^ 11 , 3TBf^:— 
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£R. W-11014/6/97-^t. TJR. ^t. W. XT. j 
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rth fit'll:— TjtsrftqRm m ft. tpshtuf 28 -io/ 45 -T 3 n (1) ft^iftr 21 -12-1945 sra pfrtiftra ftm; arf^R^n 

ftFTPF 28-10-1998 W. ^T. ft. ftlSTI 647 (31) % 5TCT RtfftET ftT4T -TOT ®H I 1-5-1997 IFF W##feRT alfttf ^ 
TOTTO TTOlft ftTO, 1945, TO iftTO <h<r4|uf TOTTO (^IIW ftWT) % #TO i^TTO TOTtft SlftlftTO, 
1940 (4. T&. TOf. TJR.-61) WTTO3 STOftfe 11 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 19th March, 1999 

G.S.R. 215 (E).—Where a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, were 
published as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), under the Notification of 
the Government of India in die Ministry of Health and Family Welfare (Department of Health), No. GSR 675 (E), dated the 
27th November, 1997, in the Gazette of India, Extraordinary; Part II, Section 3, Sub-section (i) dated the 27th November, 
1997 inviting objections and suggestions from all persons likely to be affected thereby, before the expiry of forty-five days 
from the date on which the copies of the Official Gazette containing the said notification were made available to the public; 

And whereas copies of the said Gazette were made available to the public on the 3rd December, 1997; 

And whereas the objections and suggestions received from the public on the said draft rules have been considered 
by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government, 
after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely :— 

1. (1) These rules may be called the Drugs and Cosmetics (1st Amendment) Rules, 1999. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule P,— 


(a) Under the heading "INSULIN PREPARATIONS", after serial number 4 and the entries relating thereto, the 
following shall be inserted, namely :— 


1 

2 3 

4 

"5. 

Human Insulin Injection 30 

At temperature between 2° C and 

8° C, must not be allowed to 
freeze."; 

(b) Under the heading "OTHER VACCINES", after serial number 15 and the entries relating thereto, the following shall 
be inserted, namely 

l 

2 3 

4 

"16. 

Anti-Rabies Vaccine 24 

(Cell Culture) 

In cold place". 

[No. X-l 1014/6/97-DMS and PFA] 


RENU SAHNI DHAR, Jt. Secy. 

Foot Note : Principal Rules were published vide No. F. 28-10/45-H(l) Dated 21.12.1945 and last amended vide No. GSR 
647 (E) dated 28.10.1998. The Drugs and Cosmetics Rules, 1945 as amended upto 1.5.1979 is contained in the 
publication of the Ministry of Health and Family Welfare (Department of Health) containing the Drugs and 
Cosmetics Act, 1940 (PDGHS-61). 
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